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A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 
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Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )KI Responsive to communication(s) filed on 28 October 2008 . 
2a )^ This action is FINAL. 2b)D This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) ^ Claim(s) 1,2 and 12-15 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) |EI Claim(s) 1,2 and 12-15 is/are rejected. 

7) 0 Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 
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10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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DETAILED ACTION 

Receipt is acknowledged of applicants': (a) amendment, which was filed on 28 
October 2008 and (b) IDS, which was filed on 19 November 2008. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 1, 2, and 12-15 remain rejected under 35 U.S.C. 103(a) as being 
unpatentable over U.S. Patent No. 4,716,203 ("Casey"). 
Casey teaches a diblock polymer comprising: 

• the polymer block A (first block) comprising a linear pharmaceutically 
acceptable hydrophilc polymer (polyalkylene oxide) of instant claim 1 (see 
col. 1, lines 8-9); 

• the polymer block B (second block) comprising at least two different 
monomers selected from the group listed therein (glycolic acid and 
trimethylene) of instant claims 1 and 2 {see col. 1 , lines 1 0-1 1 ); 

• the diblock copolymer liquid at a temperature below 50°C of instant claim 
1 (see col. 2, lines 23-26); 

• the diblock copolymer liquid at a temperature below 37°C of instant claim 
15 (see col. 2, lines 23-26). 
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Casey explains that the disclosed diblock polymers are useful as hydrogels in a 
pharmaceutical composition (see col. 1, lines 39-41). 

Casey does not explicitly teach polymer block A with a molecular weight < 1 ,000 
of instant claim 1or the diblock molecular weights of instant claims 12-14 however, it 
would have been obvious to one of ordinary skill in the art at the time the invention was 
made to determine suitable polymer weight through routine or manipulative 
experimentation to obtain the best possible results, as these are variable parameters 
attainable within the art. 

Moreover, generally, differences in concentration will not support the patentability 
of subject matter encompassed by the prior art unless there is evidence indicating such 
concentration is critical. "[W]here the general conditions of a claim are disclosed in the 
prior art, it is not inventive to discover the optimum or workable ranges by routine 
experimentation." In re Aller, 220 F.2d 454, 456; 105 USPQ 233, 235 (CCPA 1955). 
Applicants have not demonstrated any unexpected or unusual results, which accrue 
from the instant weight ranges. 

Casey teaches a polymer block A of 5 to 25 percent by weight of the copolymer 
{see col. 1, lines 45-47). Furthermore, the disclosed viscosity (see col. 2, lines 24-26) 
suggests a diblock polymer weight similar to that being claimed as viscosity is a function 
of polymer weight. 

It would have been obvious to a person of ordinary skill in the art at the time the 
invention was made to disclose a diblock polymer comprising a linear, hydrophilic 
polymer block A and a polymer block B comprising at least two different monomers, as 
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taught by Casey. One of ordinary skill in the art at the time the invention was made 
would have been motivated to make such a composition because it is useful hydrogels 
for pharmaceutical compositions, as explained by Casey. 

Response to Arguments 

Applicants' arguments filed on 28 October 2008 have been fully considered but 
they are not persuasive. 

1. Applicants argue that, "folne skilled in the art could not have predicted that such 
relatively small copolymers would be able to form stable micelles based on the 
disclosure of Casey." See remarks, page 5. 

It is noted that the feature upon which applicants rely (i.e., stable micelles) is not 
recited in the rejected claims. Although the claims are interpreted in light of the 
specification, limitations from the specification are not read into the claims. See In re 
Van Geuns, 988 F. 2d 1 181, 26 USPQ2d 1057 (Fed. Cir. 1993). 

2. Applicants argue that, "...one skilled in the art would not have been able to 
predict that micelles formed from such "small" copolymers could still incorporate drugs. 
See remarks, page 5. 

Examiner respectfully submits that applicants are not claiming incorporation of 
the copolymer into drugs. Furthermore, applicants are not claiming a weight 
requirement for polymer block B. As such, the claims allow the hydrophobic polymer to 
be from 1000 to 9000 MW, which is a very broad range, rather than the "relatively 
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specified molecular weight" applicants suggest (see remarks, page 5, section II, 3 rd 
paragraph). 

3. Applicants argue, "...one skilled in the art could not have predicted that the 
copolymers could very easily incorporate drugs. .." See remarks, page 5. 

Examiner respectfully submits that incorporation into drugs was not claimed. 

4. Applicants argue, "Casey does not disclose or suggest that the block copolymers 
therein have self-emulsifying properties that can form spontaneously stable micellar 
solution in water. .." See remarks, page 5. 

Again, examiner respectfully submits that self-emulsifying properties were not 
claimed; only a diblock polymer was claimed. 

5. Applicants argue, "Casey disclosed merely the viscosity of a 0.5% solution of the 
copolymer in chloroform or methylene chloride, not that the copolymer itself is liquid." 
See remarks, page 6. 

Examiner respectfully disagrees. The cited passage begins, "[t]he inherent 
viscosity of the copolymer...", suggesting that the viscosity disclosed is that of the 
copolymer itself. 

Conclusion 

THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
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TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

★ 

Correspondence 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to HASAN S. AHMED whose telephone number is 
(571 )272-4792. The examiner can normally be reached on 9am - 5:30pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Michael P. Woodward can be reached on (571)272-8373. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/H. S. A./ 

Examiner, Art Unit 1615 



/Humera N. Sheikh/ 

Primary Examiner, Art Unit 1615 



